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July 7 , 2000 

Dear Ms. Eberhart & FDA Regulatory Personnel: 

As a practicing orthopedic spinal surgeon, I would like to again voice my 
concerns about changing the regulation of Allogmft humau tissue into a 
new category equivalent to the way orthopedie and spinal implants are 
segnlsted, I wrote also last year on this mm issue which is up for public 
eomment in August. 

I understand clinical use of Allograft bone products has some overlap with 
that of metallic devices and other surgical implants. However,1 think it 
would be unwise to modify the existing regulations of Allagraft tissue. The 
current quality and availability of boneeback-tissue is excellent in so far as 
dhfase transmlsslon and graft tracking. I think thut additional regulation 
to these products would be unwise at this time. I believe it would mpst 
likely make allograft tissue scarce for patients with bone defects/fuston 
needs while not improving clinical outcomes. 

I think xenograft cortical implants cat&l be us@$, and wauld 
appropriately be assessed as implants after ma,Fh!ning and processing, but 
surreqt allograft human tissue regulation, 1 believe is appropriate, 

Thank you for your time and consideration of my opinion. 

Kevin JonLawson MD 
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